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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 01 January 1938 . 
2a)D This action is FINAL. 2b)D This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ED Claim(s) 1-38 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) Q Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

8) ^ Claim(s) 7-38 are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)D accepted or b)0 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Status of the Application 

Claims 1-38 are pending in this action. Claims 1-38 are subject to an Election/Restriction 
requirement. 

Election/Restrictions 

Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1 and 12-37, drawn to a drug delivery system with inner tube, classified in 
class 424, subclass 1+. 

II. Claims 2-4, 6 & 7, drawn to a dual -coated drug delivery system, classified in class 
424, subclass 474. 

III. Claims 5, 8 & 9, drawn to a tri-coated dnig delivery system, classified in class 
424, subclass 474. 

IV. Claims 10 & 1 1, drawn to a process of treating or reducing infection, classified in 
class 424, subclass 422. 

V. Claim 38, drawn to a pharmaceutical package, classified in class 206, subclass 
524.1. 
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The inventions are distinct, each from the other because of the following reasons: 

Groups MI are distinct from Groups IV and V. Groups Mil have different structures 

and are capable of providing different rates of release. The tube and the coatings are directly 

related to the passage of drug. 

Group IV is distinct from Groups I-III and V. Group IV does not require any of the 

structures that Groups I-III require and Group IV specifically requires an implant, whereas 

Groups I-III and V do not require an implant. 

Group V is distinct from Groups I-IV. Group V is a package formulated for storage. The 

package does not require the devices in Groups I-III, nor is the package used in the process of 

treating of Group IV. 

Because these inventions are independent or distinct for the reasons given above and 
there would be a serious burden on the examiner if restriction is not required because the 
inventions have acquired a separate status in the art in view of their different classification, 
restriction for examination purposes as indicated is proper. 

Because these inventions are independent or distinct for the reasons given above and 
there would be a serious burden on the examiner if restriction is not required because the 
inventions require a different field of search (see MPEP § 808.02), restriction for examination 
purposes as indicated is proper. 

Because these inventions are independent or distinct for the reasons given above and 
there would be a serious burden on the examiner if restriction is not required because the 
inventions have acquired a separate status in the art due to their recognized divergent subject 
matter, restriction for examination purposes as indicated is proper. 
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Election of Species : 

This application contains claims directed to the following patentably distinct species: 

Election of First Polymer Coating : (see claim 30) 

■ cross-linked polyvinyl alcohol, polyolefins, polyvinyl chlorides, cross-linked gelatins, insoluble 
and nonerodible cellulose, acylated cellulose, esterified celluloses, cellulose acetate propionate, 
cellulose acetate butyrate, cellulose acetate phthalate, cellulose acetate diethyl-arninoacetate, 
polyurethanes, polycarbonates, and microporous polymers formed by co-precipitation of a 
polycation and a polyanion modified insoluble collagen. 

The species are independent or distinct because the polymers are of different types, such 
as, synthetic-based addition polymers (i.e., PVA) and natural cellulose polymer derivatives. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is finally 
held to be allowable. 

Applicant is advised that a reply to this requirement must include an identification of the 
species that is elected consonant with this requirement, and a listing of all claims readable 
thereon, including any claims subsequently added. An argument that a claim is allowable or that 
all claims are generic is considered nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of an 
allowable generic claim as provided by 37 CFR 1.141. If claims are added after the election, 
applicant must indicate which are readable upon the elected species.' MPEP § 809.02(a). 
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* * * * * 

Election of Second Polymer Coating : (see claim 32) 

■ polyvinyl acetate, cross-linked polyvinyl butyrate, ethylene ethylacrylate copolymer, polyethyl 
hexylacrylate, polyvinyl chloride, polyvinyl acetals, plasiticized ethylene vinylacetate copolymer, 
polyvinyl acetate, ethylene vinylchloride copolymer, polyvinyl esters, polyvinylbutyrate, 
polyvinylformal, polyamides, polymethylmethacrylate, polybutylmethacrylate, plasticized 
polyvinyl chloride, plasticized nylon, plasticized soft nylon, plasticized polyethylene terephthalate, 
natural rubber, polyisoprene, polyisobutylene, polybutadiene, polyethylene, 
polytetrafluoroethylene, polyvinylidene chloride, polyacrylonitrile, cross-linked 
polyvinylpyrrolidone, polytrifluorochloroethylene, chlorinated .polyethylene, poly( 1 ,4'- 
isopropylidene diphenylene carbonate), vinylidene chloride, acrylonitrile copolymer, vinyl 
chloride-diethyl fumerale copolymer, silicone rubbers, medical grade polydimethylsiloxanes, 
ethylene-propylene rubber, silicone-carbonate copolymers, vinylidene chloride-vinyl chloride 
copolymer, vinyl chloride-acrylonitrile copolymer and vinylidene chloride-acrylonitride 
copolymer. 

The species are independent or distinct because the polymers recited include various 
polymer types, such as synthetic polymers (i.e., polyvinyl acetate) and organic polymers (i.e., 
acrylonitrile). 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is finally 
held to be allowable. 

Applicant is advised that a reply to this requirement must include an identification of the 
species that is elected consonant with this requirement, and a listing of all claims readable 
thereon, including any claims subsequently added. An argument that a claim is allowable or that 
all claims are generic is considered nonresponsive unless accompanied by an election. 
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Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of an 
allowable generic claim as provided by 37 CFR 1.141. If claims are added after the election, 
applicant must indicate which are readable upon the elected species. MPEP § 809.02(a). 

* * * * * 

Election of Antiviral agent: (see claim 15) 

■ azidouridine, anasmycin, amantadine, bromovinyldeoxusidine, chlorovinyldeoxusidine, cytarbine, 
didanosine, deoxynojirmycin, dideoxycitidine, dideoxyinosine, dideoxvnudeoside, desciclovir, 
deoxyacyclovir, edoxuidine, enviroxime, fiacitabine, foscamet, fialuridine, fluorothymidine, 
fluxuridine, hypericin, interfer~on, interlenkin, isethionate, nevirapine, pentamidine, ribavirin, 
rimantadine, stavirdine, sargramostin, suramin, trichosanthin, tribromothymidine, 
trichloromyrnidine, vidarabine, zidoviridine, zalcitabine, and 3-azido-3-deoxythymidine. 

The species are independent or distinct because they are comprised of different types of 
antibiotics and antiviral agents that are capable of supporting a separate patent within the art. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is finally 
held to be allowable. 

Applicant is advised that a reply to this requirement must include an identification of the 
species that is elected consonant with this requirement, and a listing of all claims readable 
thereon, including any claims subsequently added. An argument that a claim is allowable or that 
all claims are generic is considered nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of an 
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allowable generic claim as provided by 37 CFR 1.141. If claims are added after the election, 
applicant must indicate which are readable upon the elected species. MPEP § 809.02(a). 

* * * * * 

Note : If Applicant chooses to elect Group IV (process of treating infection), then the 

following election of disease to be treated is further required: 

Election of Disease to be treated (see claim 14): 

■ HIV, Bowenoid Papulosis, Chickenpox, Childhood HIV Disease, Human Cowpox, Hepatitis C, 
Dengue, Enteroviral, Epidermodysplasia Verniciformis, Erythema Infectiosum (Fifth Disease), 
Giant Condylomata Acuminata of Buschke and Lowenstein, Hand-Foot-and-Mouth Disease, 
Herpes Simplex, Herpes Virus 6, Herpes Zoster, Kaposi Varicelliform Eruption, Rubeola Measles, 
Milker's Nodules, Molluscum Contagiosum, Monkeypox, Orf, Roseola Infantum, Rubella, 
Smallpox, Viral Hemorrhagic Fevers, Genital Warts, and Nongenital Warts. 

The species are independent or distinct because they are comprised of distinct diseases, 
which can be treated individually using different means or mechanisms and/or may require 
different drugs used to provide for the treatment. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is finally 
held to be allowable. 

Applicant is advised that a reply to this requirement must include an identification of the 
species that is elected consonant with this requirement, and a listing of all claims readable 
thereon, including any claims subsequently added. An argument that a claim is allowable or that 
all claims are generic is considered nonresponsive unless accompanied by an election. 
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Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of an 
allowable generic claim as provided by 37 CFR 1.141. If claims are added after the election, 
applicant must indicate which are readable upon the elected species. MPEP § 809.02(a). 

* * * * * 

Election of Effect : (see claims 20 & 21) 

(a) Systemic effect 

(b) Local effect 

The species are independent or distinct because the methods of administration used to 
achieve either a local or systemic effect can be different and Applicant has not demonstrated 
equivalency between the two modes of effect. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is finally 
held to be allowable. 

Applicant is advised that a reply to this requirement must include an identification of the 
species that is elected consonant with this requirement, and a listing of all claims readable 
thereon, including any claims subsequently added. An argument that a claim is allowable or that 
all claims are generic is considered nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of an 
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allowable generic claim as provided by 37 CFR 1.141. If claims are added after the election, 
applicant must indicate which are readable upon the elected species. MPEP § 809.02(a). 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Humera N. Sheikh whose telephone number is (571) 272-0604. 
The examiner can normally be reached on Monday through Friday during regular business hours. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, can be reached on (571) 272-8373. The fax phone number for 
the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov . Should you have any questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBQ at 866-217-9197 (toll-free). 
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